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CHANGES APRIL 1, 2006 THROUGH SEPTEMBER 29, 2006 

SEPTEMBER 2006 

655.736 (d) introductory text 
amended ...................................35521 

655.737 (d)(1) and (e)(1) amended 
................................................. 35521 

655.740 (a)(1) amended .....................35521 
Regulation at 69 FR 68228 con-

firmed.......................................37804 
655.750 (b)(5) and (c)(2) amended 

................................................. 35521 
655.760 (a)(7) and (b) amended .........35521 

Regulation at 69 FR 68228 con-
firmed.......................................37804 

655.800—655.855 (Subpart I) Regu-
lation at 69 FR 68228 con-
firmed.......................................37804 

655.800 Regulation at 69 FR 68228 
confirmed .................................37804 

655.801 (a)(1) and (c) amended .........35521 
Regulation at 69 FR 68229 con-

firmed.......................................37804 
655.805 (a)(11) and (d) amended........35521 

Regulation at 69 FR 68229 con-
firmed.......................................37804 

655.807 (e) amended .........................35522 
655.810 (d) amended.........................35522 

Regulation at 69 FR 68229 con-
firmed.......................................37804 

655.815 (c)(5) amended .....................35522 
655.855 Heading and (a) through 

(d) amended..............................35522 
656.1 (c) amended ............................35522 
656.3 Amended ................................35522 
656.10 (d)(5) amended.......................35523 
656.16 (b)(2) amended.......................35523 
656.20 (b) amended ..........................35523 
656.24 (a) revised .............................35523 
658.401 (a)(1) amended .....................35523 
658.417 (a) amended.........................35523 
658.602 (f)(8)(iii) and (11) amended 

................................................. 35523 
658.603 (f)(9)(iii) and (12) amended 

................................................. 35523 
658.704 (b), (d), (e) and (f)(1) 

amended ...................................35523 
661.240 (a)(5) removed; (b)(1) 

amended ...................................35523 
662 Authority citation revised........35523 
662.200 (b)(5) removed; (b)(8) re-

vised .........................................35523 
662.240 (b)(10) revised ......................35523 
667.105 (f) removed ..........................35523 
667.200 (a)(2) and (b)(2)(ii) amend-

ed; (c)(7) removed .....................35523 
667.900—667.910 (Subpart I) Re-

moved.......................................35523 
668.230 (b) amended.........................35524 

Proposed Rules: 
401 .........................................32494, 53994 
402...................................................32494 
404 .........................................44432, 46983 
617...................................................50760 
618...................................................50760 
665...................................................50760 
671...................................................50760 

TITLE 21—FOOD AND DRUGS 

Chapter I—Food and Drug Ad-
ministration, Department of 
Health and Human Services 
(Parts 1—1299) 

1 Policy statement................36986, 56006 
11 Policy statement ..............36986, 56006 
50.23 (e) added; interim...................32833 
73.350 Added....................................31929 

Regulation at 71 FR 31929 con-
firmed.......................................54411 

73.1128 Stay removed ......................41125 
101.36 (b)(2)(i) revised......................51726 
101.44 Revised; eff. 1–1–08 ................42044 
101.45 (a)(3)(iii) revised; (a)(3)(iv) 

added; eff. 1–1–08 .......................42044 
101.81 Regulation at 70 FR 76162 

confirmed .................................29250 
101 Appendices C and D revised; 

eff. 1–1–08 ..................................42044 
Appendices C and D corrected 

................................................. 47439 
172.785 Added ..................................47731 
203 Regulation at 64 FR 67756 

confirmed .................................34249 
210.2 Regulation at 71 FR 2462 

withdrawn ................................25747 
341.3 (i) added .................................43362 
341.20 (a)(4) added ...........................43362 
341.80 (c)(1)(i) heading and (ii) 

heading revised; (d)(1)(iii) 
added ........................................43362 

341.85 (b)(2) and (3) headings re-
vised .........................................43362 

510.600 (c)(1) table and (2) table 
amended.........875, 13541, 17702, 27955, 

28266, 43967 
520.100 Revised................................56346 
520.100a Removed............................56347 
520.100b Removed............................56347 
520.100c Removed ............................56347 
520.154b Revised ..............................17702 

(b)(2) and (c)(1)(i) revised.............16481 
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LSA—LIST OF CFR SECTIONS AFFECTED52 

CHANGES APRIL 1, 2006 THROUGH SEPTEMBER 29, 2006 

TITLE 21 Chapter I—Con. 
520.309 (d)(2)(i) and (ii) removed; 

(b)(2) and (d)(2) revised .............51995 
520.446 (c) removed; (d) redesig-

nated as new (c); (b)(1), (2) 
and new (c) revised...................39204 

520.447 Heading, (b), (d)(1)(i), (ii), 
(2)(i) and (ii) revised .................39543 

520.905b (d)(2)(ii) amended ..............19429 
520.1100 (a), (b), (c) and (d)(1) re-

vised; (d)(2) and (3)(iii) re-
moved; (d)(3) introductory 
text, (i), (a), (b) and (ii) re-
designated as (d)(2) introduc-
tory text, (i), (A), (B) and (ii) 
................................................. 38073 

520.1192 (b)(4) added ........................40010 
520.1195 (b)(1) and (2) amended ........38072 
520.1204 Heading, (a) and (c) re-

vised .........................................43968 
520.1205 Removed ............................43968 
520.1484 Revised ..............................56866 
520.1485 Removed ............................56867 
520.1660d Heading revised; 

(d)(1)(ii)(A)(3), (B)(3), (C)(3) 
and (iii)(C) amended; (a)(10) 
and (b)(8) added ........................38072 

520.1638 (c)(3) amended....................33237 
520.1640 (c)(3) amended....................33237 
520.1660d (d)(2)(ii) amended .............36483 
520.2611 Revised ..............................30802 
522.313 Redesignated as 522.313c 

................................................. 59544 
522.313 Added ..................................39545 
522.313a Redesignated from 

522.315; (d) redesignated as 
(e); new (d) added; (a), new 
(e)(1)(iii) and (2) revised ...........39546 

522.313b Redesignated from 
522.314; (d) redesignated as 
(e); new (d) added; (a), new 
(e)(1)(ii), (iii), (2)(ii) and (iii) 
revised......................................39544 

522.313c Redesignated from 
522.313; (d) redesignated as 
(e); heading, (a), (b) and new 
(e) revised; new (d) added .........59544 

522.314 Redesignated as 522.313b 
................................................. 39544 

522.315 Redesignated as 522.313a 
................................................. 39546 

522.1004 (a), (b), (c)(1) and (3) re-
vised .........................................28266 

522.1010 (b)(3) revised; (b)(4) and 
(d)(2)(iii) added .........................39548 

522.1145 Heading and (a)(3)(iii) 
amended ...................................39204 

522.1260 (a)(4) and (b)(4) added.........51996 
522.1372 Revised ..............................39547 
522.1660a (e)(1)(i)(D) and (E) re-

moved.......................................32437 
522.2610 Revised ..............................30803 
522.2630 (d)(1)(ii) amended...............57416 
524.463 Heading, (a), (c) heading 

and (3) revised ..........................38074 
524.1044g (b)(2) and (c)(1)(i) re-

vised .........................................16481 
(b)(4) added..................................38261 
(b)(3), (c)(1) introductory text 

and (ii) revised .........................56867 
(b)(3), (c)(1) introductory text 

and (ii) revised .........................56867 
526.313 Redesignated from 

526.314; (d) redesignated as 
(e); new (d) added; (a), new 
(e)(1)(i) and (2)(i) revised; 
new (e)(1)(iii) and (2)(iii) 
amended ...................................39545 

526.314 Redesignated as 526.313........39545 
529.1044a Revised ............................51727 
529.1186 (a), (c) introductory text 

and (3) revised; (b) amended 
................................................. 43967 

556.113 (b)(3)(i) amended; 
(b)(3)(iv) removed; (b)(3)(v) 
redesignated as (b)(3)(iv) ..........39546 

556.765 Added ..................................53005 
558.4 (d) table amended...................53006 
558.55 (d)(2)(ii) table and (iii) 

table amended ..........................27955 
(d)(1) revised................................52429 

558.58 (a) revised; (b), (c) and (d) 
redesignated as (c), (d) and 
(e); new (b) added; new 
(e)(1)(i) table, (ii) table and 
(iii) table amended ...................27956 

558.76 (a), (b) and (d)(1) cor-
rected; CFR correction.............35792 

558.95 (a)(1), (2) and (5) amended; 
(d)(1)(ii) through (xiv), 
(3)(iii) and (iv) removed; 
(d)(5) revised.............................27956 

558.120 (d)(1)(iv) added; (d)(2)(iii) 
removed....................................27956 

558.128 (e)(4) table, (ii), (iv) and 
(viii) amended ..........................17703 

(e)(4) table amended; 
(e)(6)(viii) through (xiii) re-
designated as (e)(6)(ix) 
through (xiv); new (e)(6)(viii) 
added ........................................24814 

(e)(6) redesignated as (e)(7); 
new (e)(6) added........................53966 
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53 

CHANGES APRIL 1, 2006 THROUGH SEPTEMBER 29, 2006 

SEPTEMBER 2006 

558.265 (a) revised; (b) and (c) re-
designated as (c) and (d); new 
(b) added...................................27956 

558.311 (d)(5), (6) and (7) added; 
(e)(1) table amended .................24815 

(e)(1)(ii) table amended; 
(e)(5)(ii) removed......................27956 

(b)(8) and (e)(1)(xxvii) amended 
................................................. 56008 

558.342 (e)(1)(v) table and (vi) 
table amended ..........................20533 

(e)(1)(vii) table and (ix) table 
correctly amended....................27606 

(e)(1)(iv) table amended...............39205 
558.355 (b)(10), (f)(2)(v)(b) and 

(vi)(b) amended; (f)(1)(vi), 
(vii) and (xvii) revised ..............27957 

558.363 (a)(4), (5), (d)(1)(iv)(B) and 
(vii)(B) amended; (d)(1)(xii) 
removed....................................27957 

558.366 (d) table amended................27957 
558.450 (d)(1)(vii) amended ..............27958 

(d)(2)(i) table amended ................44887 
(d)(1)(xiv) table amended.............53006 

558.500 (e)(2)(x) table amended........31074 
558.550 (b)(2) and (d)(4) revised; 

(d)(1)(xv)(c) and (xvi)(c) 
amended; (d)(1)(xxiii) and 
(xxiv) added..............................27958 

558.665 Added ..................................53006 
558.680 (d)(1)(ii) table amended; 

(d)(2) revised.............................27958 
610.19 Regulation at 70 FR 72199 

confirmed .................................20533 
807.3 (t), (u) and (v) added...............55732 
807.87 (h) through (l) redesig-

nated as (i) through (m); new 
(h) added...................................55732 

812.19 Revised .................................42048 
814.20 (h) revised .............................42048 
866.5180 Added.................................42598 
868.5150 (b) revised ..........................55733 
868.5730 (b) revised ..........................55733 
868.5905 (b) revised ..........................55733 
868.6810 (b) revised ..........................55733 
870.1200 (b) revised ..........................55733 
870.1220 (b) revised ..........................55733 
870.1230 (b) revised ..........................55733 
870.1280 (b) revised ..........................55733 
870.1290 (b) revised ..........................55733 
870.1330 (b) revised ..........................55733 
870.1390 (b) revised ..........................55733 
870.1650 (b) revised ..........................55733 
870.1670 (b) revised ..........................55733 
870.2700 (b) revised ..........................55733 
870.3535 (b) revised ..........................55734 

870.4450 (b) revised ..........................55734 
870.4500 (b) revised ..........................55734 
870.4885 (b) revised ..........................55734 
872.3240 (b) revised ..........................55734 
872.4535 (b) revised ..........................55734 
872.4730 (b) revised ..........................55734 
872.5410 (b) revised ..........................55734 
872.5470 (b) revised ..........................55734 
874.1600 Added.................................32835 
874.4140 (b) revised ..........................55734 
874.4420 (b) revised ..........................55734 
874.4680 (b) revised ..........................55734 
876.1075 (b) revised ..........................55735 
876.1500 (b)(1) revised ......................55735 
876.4300 (b) revised ..........................55735 
876.4680 (b) revised ..........................55735 
876.5010 (b) revised ..........................55735 
876.5540 (b)(3) revised ......................55735 
876.5820 (b)(1) revised ......................55735 
878.4200 (b) revised ..........................55735 
878.4300 (b) revised ..........................55735 
878.4400 (b) revised ..........................55735 
878.4750 (b) revised ..........................55736 
878.4800 (b) revised ..........................55736 
880.5570 (b) revised ..........................55736 
880.5860 (b) revised ..........................55736 
880.5950 (b) corrected; CFR cor-

rection......................................53569 
882.4190 (b) revised ..........................55736 
882.4300 (b) revised ..........................55736 
882.4305 (b) revised ..........................55736 
882.4310 (b) revised ..........................55736 
884.1720 (b)(1) revised ......................55736 
884.1730 (b)(2) revised ......................55736 
884.4530 (b)(2) revised ......................55736 
884.6100 (b) revised ..........................55737 
886.4350 (b) revised ..........................55737 
886.4370 (b) revised ..........................55737 
886.4670 (b) revised ..........................55737 
892.5730 (b) revised ..........................55737 
1271.3 (d)(8) added ...........................27610 

Regulation at 71 FR 27610 
withdrawn ................................54198 

1300.02 (b)(28) and (29) revised; 
(b)(31) removed; (b)(32), (33) 
and (34) redesignated as 
(b)(31), (32) and (33); new 
(b)(34) through (37) added; in-
terim ........................................56023 

1301 Authority citation revised 
................................................. 51112 

1301.13 (e)(1) revised........................51112 
1308.13 (c)(5) through (13) redesig-

nated as (c)(6) through (14); 
new (c)(5) added........................51116 

1308.34 Policy statement.................51997 
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LSA—LIST OF CFR SECTIONS AFFECTED54 

CHANGES APRIL 1, 2006 THROUGH SEPTEMBER 29, 2006 

TITLE 21 Chapter I—Con. 
1309 Authority citation amended 

................................................. 51114 
1309.11 Revised................................51114 
1309.12 Revised................................51114 
1309.71 (a) revised; interim .............56023 
1310.04 (f)(1)(ii) revised; interim 

................................................. 56024 
1310.05 (f)(2) revised; interim ..........56024 
1310.14 Removed; interim................56024 
1310.15 Removed; interim................56024 
1310.16 Added; interim ....................56024 
1314 Added; interim ........................56024 

Proposed Rules: 
20...........................................48840, 51276 
25 ....................................................48840 
50 ....................................................51143 
106...................................................43392 
107...................................................43392 
201................................18039, 48840, 51276 
202...................................................48840 
207 .........................................48840, 51276 
211...................................................18039 
225...................................................48840 
226...................................................48840 
310...................................................51146 
314...................................................51276 
330...................................................51276 
500...................................................48840 
510...................................................48840 
511...................................................48840 
514...................................................51276 
515 .........................................48840, 51276 
516...................................................48840 
558...................................................48840 
589...................................................48840 
601...................................................51276 
607...................................................51276 
610...................................................51276 
807...................................................55748 
868...................................................55748 
870...................................................55748 
872...................................................55748 
874...................................................55748 
876...................................................55748 
878 .........................................17390, 55748 
880...................................................55748 
882...................................................55748 
884...................................................55748 
886...................................................55748 
892...................................................55748 
1271........................................27649, 51276 
1300 .................................................30097 
1306 .................................................52724 
1310 .................................................46144 

TITLE 22—FOREIGN RELATIONS 
Chapter I—Department of State 

(Parts 1—199) 
34 Revised.......................................16482 
40.1 (k) removed; (g) through (j) 

redesignated as (h) through 
(k); new (g) added; (l)(1), (2) 
and (p) amended .......................34520 

40.11 (b) amended............................34520 
40.21 (a)(7) and (b)(2) amended ........34520 
40.22 (e) amended ............................34520 
40.24 (d) amended............................34520 
40.34 (g) amended............................34520 
40.41 (b) and (d) amended ................34520 
40.51 (b) amended............................34520 
40.53 (a) amended............................34520 
40.63 (c) amended ............................34521 
40.65 (b) amended............................34521 
40.66 (b) amended............................34521 
40.91 (e) amended ............................34521 
40.92 (c) amended ............................34521 
40.93 Amended ................................34521 
40.105 Amended ...............................34521 
40.202 (b) amended ..........................34521 
40.301 (a), (b) and (c) amended ........34521 
41.2 Heading, introductory text 

and (j) amended........................34521 
41.11 (b)(2) amended ........................34521 
41.31 (a)(1) amended ........................34521 
41.32 (a)(1)(iii) and (2)(iii) revised 

................................................. 30591 
(a)(2) and (d)(2) amended .............34521 

41.33 (c)(2) amended ........................34521 
41.51 (a)(13) and (b)(14) amended 

................................................. 34521 
41.53 (a)(2), (b) and (d) amended 

................................................. 34521 
41.54 (a)(2), (3), (b), (d) and (e) 

amended ...................................34521 
41.55 (a)(2), (b) and (d) amended 

................................................. 34521 
41.56 (a)(2), (b) and (d) amended 

................................................. 34521 
41.57 (a)(1)(ii), (2) and (4) amend-

ed..............................................34521 
41.59 (a)(2), (b) and (d) amended 

................................................. 34521 
41.61 (b)(1)(i) and (c) amended.........34521 
41.63 (a)(2), (3), (b)(1), (2)(i), (ii), 

(iii), (c)(5), (d)(2), (e)(4), (f) 
and (g)(8) amended ...................34521 

41.71 (b) amended............................34521 
41.81 (a)(1) and (b)(1) amended ........34521 
41.83 (a)(2)(i)(A), (B) and (b) 

amended ...................................34521 
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